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DETAILED ACTION 

1 . Claims 1-8, 1 1 and 12 are pending. Claims 9 and 10 have been cancelled. 

2. Claims 7, 1 1 and 12 are rejected under 35 U.S.C. 112, first paragraph, because 
the specification, while being enabling for the treatment of certain diseases in which the 
activity of inducible NO-synthesis is involved does not reasonably provide enablement 
for the treatment of all diseases and disorders. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
use the invention commensurate in scope with these claims. 

In In re Wands . 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. § 1 12, first 
paragraph, have been described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

The Nature of the Invention 
The nature of the invention in the claims is drawn to the treatment of certain 
diseases or disorders wherein the activity of inducible NO-synthesis is involved using a 
compound of formula I. 

The State of the Prior Art 
The state of the prior art teaches that substituted pyridine compounds are useful 
in the treatment of gastrointestinal inflammatory diseases. See WO 97/25030. 
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The predictability or lack thereof in the art 
The instant claimed invention is highly unpredictable as discussed below: 
It is noted that the pharmaceutical art is unpredictable, requiring each 
embodiment to be individually assessed for physiological activity. In re Fisher, 427 F.2d 
833, 166 USPQ 18 (CCPA 1970) indicates that the more unpredictable an area is, the 
more specific enablement is necessary in order to satisfy the statute. For the instant 
application, the instantly claimed invention is highly unpredictable since one skilled in 
the art would recognize that in regards to therapeutic effects of certain diseases, the 
possible treatment of all conditions is unpredictable when using a compound of formula 
I. 

Hence, in the absence of a showing of correlation between all the diseases 
claimed as capable of treatment of the various diseases and disorders by the 
compounds of claims 7, 1 1 and 12, one of skill in the art is unable to fully predict 
possible results from the administration of these compounds. 

The nature of pharmaceutical arts is that it involves screening in vitro and in vivo 
to determine which compounds exhibit the desired pharmacological activities. There is 
no absolute predictability even in view of the seemingly high level of skill in the art. The 
existence of these obstacles establishes that the contemporary knowledge in the art 
would prevent one of ordinary skill in the art from accepting any therapeutic regimen on 
its face. 

The amount of direction or guidance present 
The direction present in the instant specification is that the composition of claim 8 
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can treat certain conditions. The specification is silent and fails to provide guidance as 
to whether the diseases are treatable using the claimed diseases and disorders. The 
specification fails to provide a correlation between all the conditions. See page 38, of 
the specification, which recites the divergent diseases. 

The presence or absence of working examples 

The specification fails to provide working examples as to how the listed diseases 
can be used to treat all conditions as claimed. There is no correlation between the 
conditions listed at claims 7, 1 1 and 12. 

The breadth of the claim 7 is that the compounds can treat any condition. 
The quantity of experimentation needed 

The quantity of experimentation needed is undue experimentation. One of skill in 
the art would need to determine what listed diseases would be benefited and would 
furthermore then have to determine whether the claimed compounds would provide 
treatment of the disease. 

The level of the skill in the art 

The level of skill in the art is high. However, due to the unpredictability in the 
pharmaceutical art, it is noted that each embodiment of the invention is required to be 
individually assessed for physiological activity by in vitro and in vivo screening to 
determine which compounds exhibit the desired pharmacological activity and which 
diseases would benefit from this activity. 

Therefore, in view of the Wands factors and In re Fisher (CCPA 1970) discussed 
above, to practice the claimed invention herein, a person of skill in the art would have to 
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engage in undue experimentation to test which diseases can be treated by the 
compound encompassed in the instant claims, with no assurance of success. 

Accordingly, the claims 7, 1 1 and 12 are rejected under 35 U.S.C. 112, first 
paragraph. 

3. The references cited in the Search Report September 24, 2004 have been 
considered, but will not be listed on any patent resulting from this application because 
they were not provided on a separate list in compliance with 37 CFR 1 .98(a)(1 ). In 
order to have the references printed on such resulting patent, a separate listing, 
preferably on a PTO/SB/08A and 08B form, must be filed within the set period for reply 
to this Office action. 

4. Reference U has been cited to show the state of the art. The differences between 
the prior art compound and the instantly claimed compound is 1) the disubstitued methyl 
radical attached to the pyridine ring and 2) the point of attachment at the purinyl ring. 
There is neither teaching nor suggestion to modify the prior art compounds to derive 
those instantly clamed. Accordingly, no rejections based upon prior art are made. 

5. Claims 1-6 and 8 are allowed. 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zinna Northington Davis whose telephone number is 
571-272-0682. The examiner can normally be reached on M-F. 

7. The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

8. Information regarding the status of an application may be obtained from the 
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Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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